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DESCRIPTION: iti i Hy-receptor
antagonist. Chemlcally it is N- -[2- l[(S [(Dlmelhylammo)methyl] -2-
'ulanquethylllhm]emyl] N™-methyl-2-nitro-1,1-ethenediamine,
hydrochlos

Ranitidine HCl is a white to pale yeliow, crystalline substance that is very
soluble in water. it has a slightly bitter taste and sultur-like odor. It has the
following structurat formula:

CHN02

(CHNCH, . O _CH,SCH,CH;NHCNHCH,
|| || o HCI

C3H2N,O,S @ HCI M.W. 350.87

Each tablet, for oral administration contains 168 mg or 336 mg ranitidine
hydroch!onde equivaient 10 150 mg and 300 mg ranitidine, respectively.
inactive D & CRed #30 ke,

celtu-
lose, methylceltutose, ium stearate, mecrocrystailine
cellulose, porye thytene glycol, sodium starch glycolate, and titanium diox-

ide. The 300 my also contains: D & C Yetlow #10 Aluminum Lake,
CLINICAL PHARMACOLOGY: Ranitidine i isa cumpetmve reversible inhibitor
of the action of hi at the including recep-
tors on the gastric celis. Ranitidine does nm lower serum Ca** in hyper-
calcemic states. Ranmdme is not an anticholinergic agent.

isecretory Activi
1. Effects on Acid Secretion: Ranitidine inhibits both daytime and noctur-
nal basal gastric acid secretions as well as gastric acid secretion stimulated
by tood, betazole, and pentagastrin, as shown in the following table:

Etfect of Oral Ranitidine on Gasiric Acid Secretion

Time after Dose, h % Inhibition of Gastric Acid
Qutput by Dose, mg

75-80 100 150 200

Basal 99 g5
Nocturnal 95 96 92
Betazole 97 99
Pemagas(nn 58 72 72 80
73 79 95
It appears that b . and betazole-stil ions are
most sensitive to by ranitidi ing almest to
dosmoﬂOOmgorhs while in- and food-sti U

are more difficult to suppress.
2. Effects on Other Gastrointestinal Secretions:
Pepsin: Oral ranitidine does not affect pepsin secretion. Total pepsin out-
put is reduced in proportion to the decrease in volume of gastric juice.
Intrinsic Factor. Oral ranitidine has no significant etfect on pentagastrin-
stimulated intrinsic factor secretion.
Serum Gastrin: Ranitidine has littte or no effect on fasting or pastpran-
dial serum gastrin.
Other Pharmacologic Actions:
a. Gastric bacterial tiora — increase in nitrate-reducing organisms, sig-
nificance not known,
b. Profactin levels — no effect in recommended oral o 1V dosage, but smalf,
thmedmeaseslnsmmmhchnhmbemreponedanﬂ
1V bolus injections of 100 mg or more.
¢. Other pituitary hormones — na effect on serum gonadotropins, TSH, or
GH Possibie impairment of vasopressin refease.
4. No change in cortisol, aldosterone, androgen, or estrogen levels
«. No ai rogenic acti
I No effect on count, motikty, or rmrpno(ogy ot sperm
is 50% after oral
oompaved to an IV injection with mean peak jevels of 440 to 545 mymL
occurring at 2 to 3 hours after a 150 mg dose. The elimination hatf-life is
2.5 to 3 hours.
ion is not signifi impaired by the adminisiration of food or
antaads Propantheline slightly delays and increases peak blood levels of
fanit X plohaMy by delaying gastric emptying and transit time. In one
study, simuitaneous administration of high-potency antacid (150 mmol) in
tasting subjects has been reported to decrease the absorption of sanitidine.
Serum concentrations necessary fo inhib#t 50% ot stimulated gastric acid
secretion are estimated to be 36 to 94 ng/mL. Following a single oral dose
of 150 mg, serum cencentrations ol ranitidine are in this range up to 12
hours. However, blood jevels bear no consistent relationship to dose or
e%e: of acid inhibition.
principal route of excsetion is the urine, with approximately 30% of
the oralz administered dose coltected in the urine as unchanged drug in 24
hours. Renal clearance is about 410 mU/min, indicating active tubulas
excretion. Four patients with clinically s;gmncam renat function impairment
{creatinine clearance 25 to 35 mb/min) administered S0 mg of raniticine wtira-

venously had an average plasma hall-lite of 4.8 hours, a ranitidine clearance

of 29 ml . and a volume of distribution of 1.76 L/kg. In general, these
parameters aopear to be altered in propartion to creatinine clearance (see
DOSAGE AND ADMINISTRATION).

In man, the N-oxide is the principal metabolite in the urine; howeve!
mmstohssmanl%o!medose Other metal bolmsaremes-ome(l%)
and the {1%). The i of the
dose is found in the stool. Studies in patients with hepatic dystunction
{compensated cirrhosis) indicate that there are minor, but clinically in-

and

in ranitidine half-lite,

bioavailability.
The volume of distribution is about 1.4 L/kg. Serum protein binding
averages 15%.
Clinical Triats:
Active Duodenal Uicer: n a mutticenter, double-blind, controlied, US study
of endoscopically diagnosed duodenal ulcers, earlier healing was seen in
the patients treated with ranitidine as shown in the Tollowing table:

—



' cof Htion.

The rincipat rotte of excretion is the urine, with approximately 30% of
the orally administered dose collected in the urine as unchanged drug in 24
hours. Renal clearance is about 410 mi/min, indicating active tubular
excretion. Four patients with clinicalty significant renal function impairment
{creatinine clearance 25 to 35 mb/min) administered S0 myg of ranitidine intra-
venously had an average piasma half-life of 4.8 hours, a randidine clearance
of 29 mL/min, and 2 volume of distribution of 1.76 L/kg. In general, these
parameters appear 10 be altered in proportion to creatinine clearance (see
DOSAGE AND ADMINISTRATION).

In man, the N-oxide is the principal metabolite in the urine; however, this
amounts to less than 4% of the dose. Other metabolites are the S-oxide (1%}
and the idine {1%). The i of the
dose is found in the stool. Studies in patients with hepatic dysfunction
{compensated cirrhosis) indicate that there are minor, but chnically in-
significant, alterations in ranitidine hatl-lte, distribution, clearance, and
bicavailability.

The volume of distribution is about 1.4 L/kg. Serum protein binding
averages 15%.

Clinical Trials:

Active Duodenal Ulcer: 1n a mutticentes, double-blind, controlled, US study
of endoscopically diagnosed duodenal ulcers, earfier healing was seen in
the patients treated with sanitidine as shown in the following table:

Ranitidine Placebo®
Number Healed/ Number Healed/
Entered Evaluable Entered  Evatuable
Qutpatients
Week 2 195 69/182 (38%)t 188 31164 (19%)
Week 4 1371187 (73%)} 76/168 {45%)

“All pauen(s were permitted p.r.n. antacids for reliet of pain
to<b.

In these studies patients treated with ranitidine reported a reduction in
both daytime and noctumal pain, and they aiso consumed less antacid than
the placebo-treated patients.

Mean Daity Doses of Antacid
Ulcer Healed Ulcer Not Healed
Ranitidine 0.06 071
acebo on 143

Foreign studies have shown that patients heal equatly well with 150 mg
b.i.d. and 306 mg h.s. {85% versus 84%, respectively} duting a usual 4-
week course of therapy. It patients require extended therapy of 8 weeks, the
healing rate may be higher for 150 mg b.i.d. as compared 10 300 mg h.s.
{92% versus 87%, respectively).

Studies have been fimited 10 Short-term treatment of acute duodenal ulcer.

Patients whose ulcers healed during therapy had recurrences of ulcers at
the usual rates.
Maintenance Therapy in Duodenal Ulcer: Ranitidine has been found to be
effective as maintenance thei for patients following healing of acute
duodenal ulcers. In two independent, double-blind. multicenter, controlled
trials, the number of duodenal ulcers observed was significantly less in
patients treated with ranitidine {150 mg h.s.) than in patients treated with
placebo over a 12-month period.

Duodenal Utcer Prevalence

Double-blind, Multicenter, Placebo-controlled Trials

Multicenter No. of

Triat Drug Duodenal Ulcer Prevalence  Patignts
0-4 0-8 012
Months  Months Months

RAN 20%* 24%* 35%° 138

USA PLC 44% 54% 59% 139

RAN 12%* 1% 28%* 174

Foreign PLC 56% 64% 68% 165

'/o = Llle table estimate.
= p<0.05 (Ranitidine versus comparator)
RAN = ranitidine.
PLC = placebo.

As with other Hy ists. the factors ible for the si
reduction in the prevalence of duodenal ulcers include prevention of recur-
rence of uicers, more rapid healing of uicers that may occur during main-
tenance therapy, or both.

Gastric Uicer: In a multicenter, double-blind, controiled, US study of endo-
scopically diagnosed gastric mm eartier healing was seen in the patients
treated with ranitidine as shown in the foliowing fable:

Ranitidine Placebo*
Number Heafed/ Number Healed/
Entered Evaluable Entered Evaluabie
Qutpatients
Week 2 16/83 10/83
92 {19%) 94 gz%)
Week 6 S0/73 769
(68%)1 {51%)

* All patients were permitted p.r.n. antacids for relief of pain.
10=0009.

in this multicenter trial, significantty more patients treated with ranitidine
me pam—lrae during m:mry

i {such as Zollinger-Ellison syn-
drame} Ranitidine inhibits gasmc acid secretion and reduces occurrence
of diarthea, anarexia, and pain in patients with pathological hypersecretion
associated with Zol Em{hsonsynd:m systemic mastocytosis, and other

| hypersecretory {eg., “short-gut”
syndrome, ldmpalhn:) Use of fanitidine was followed by healing of uicers
in 8 of 19 (42%) patients who were intractabie to previous therapy.
Gastroesophageal Reflux Disease (GERD): In two mumceme( double-
blmd planebowmrollea 6-week trials performed in the United States and

idine 150 mg b.i.d. was mose effective than bo for the relief
o! heanbum and other symptoms associated with GERD. Ranitidine-treated
patients consumed significantly less antacid than did placebo-treated
patients.

The US trial indicated that ranitidine 150 mg b.i.d. significantly reduced
the frequency of heartburn attacks and severity of heartburn pain within 1
10 2 weeks after starting thesapy. The improvement was maintained through-
out the 6-week trial period. Moreover, patient response rates demonstrated
that the effect of heartburn extends through both the day and night time
D!ll

In two additi vs. doutie-blind, placebo-contr
2-week trials, ranitidine 150 mg b.i.6. was shown to prov:de reliet of heart-
burn pain within 24 hours of initiating therapy and a reduction in the fre-
quency and severity of heartburn.

1 {See Reverse)
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Erosive £: itis: in twa mutti double-blind, ized. placebo-

controlied, 12-week trials performed in the United States, ranitidine 150 mg
q.i.d. was significantly more effective than placebo in healing endoscopi-

catly-diagnosed erosive esophagitis and in relieving associated heartburn.

The erosive esophagitis healing rates were as follows:

EROSIVE ESOI;:MG"IS PATIENT
0

HEALING RATES
Healed/Evaluable
Placebo® Ranitidine
150mg g.id.”
n=229 n=215
Week 4 43/198 22%) 96/206 47 %)
Week 8 63/176 36%) 142/200 71%)
Week 12 92/159  (58%) 162192 (84%)

* All patients were permitied p.c.n. antacids tor relief of pain.
+ p<0.00t versus placebo.

No additional benefit in healing of esophaguts or in relie of heartburn was
seen with a ranitidine dose of 300 mg q

INDICATIONS AND USAGE: Ranitidine tablets are indicated in:
1. Short-term treatment of active duodenal ulcer. Most patients heal within
4 weeks. Studies availabie 1o date have not assessed the safety of ranitidine
in yncomplicated duodenal uicer for periods of more than eight weeks.
2. Maintenance therapy for duadenal ulcer patients at reduced dosage after
healing of acite ulcers. No placebo-controtied comparative Studies have been
carried out for penods of longer than 1 year.
. The ¥ itions (e.g., Zollinger-
Eison and systemic i
4_Short-term treatment of active, benign oasmc uicer. Most patients heal
within 6 weeks and the usefuiness of further treatment has not been
demonstrated. Studies available to date have not assessed the safety of
Eanmdlne in uncompiicated, benign gastric ulcer fot periods of more than
weeks,

ot GERD. relief occurs within 24
2ours after starting therapy with ranmdme |50 mg b.id
of

retief of heartburn commonly occurs wulhm 24 hours of therapy initiation
with ranitidine 150 mg q.i.d.

Concomitant antacids should be given as needed for pain relief to patients
with active duodenat ulcer; active, benign gastric uicer; hypersecretory
states; GERD and erosive esophagms
CONTRAINDICATIONS: tablets are i in patients
known to have hypersensitivity to the drug or any of the mqledlems (see
PRECAUTIONS).

PRECAUTIONS:

General:

1. Symptomalic response to ranitidine therapy does not preclude the pres-
ence of gastric malignancy.

2. Since ranitidine is excreled pnman:y by the kidney, dosage should be
adjusted in patients with impaired renal function {see DOSAGE AND ADMIN-
ISTRATION) Caution should be observed in patients with hepatic dys-
function since ranitidine is metabolized in the liver, 3
3. Rare reports suggest that ranitidine may precipitate acute porphyric
attacks in patients with acute porphyria. Ranitidine should therelore be
avoided in patients with a history of acute porphyria.

Laboratory Tests: false-positive tests for urine protein with Multistix®
may occr during ranitidine therapy, and theretore testing with sulfo-
salicylic acid is recommended.

Drug Interactions: Although ranitidine has been reported 10 bind weakly to
cytochrome P-450 in vitro, recommended doses of the drug do not inhibit
the action of the cytochrome P-450-linked oxygenase enzymes in the liver
However, there have been isolated reparts of drug interactions that suggest
ihat ranitidine may affect the bmava;labnlnty of certain drugs by some
pH: effect on

as (e.g
or a change m volume of dls(nbunon)

times have been reported during
concurrent use of ranmdme and warfarin. However, in human pharmaco-
kinetic studies with dosages of ranitidine up to 400 mg per day. no inter-
action occurre(s xamhdme had no ettect on warfarin cleatam:e of pro-
e. The ion with warfarin at dosages
ol ranmdme hlgner than 400 mg pel day has not been investigated.
of Fertility: There was no
igeni ic effects in lite span studies in mice
and rals at uusages upte 2 000 mglk per day.
Ranitidine was not mutagenic in standard bacterial tests (Salmonefia,
colijfor at up to the rec-
ommended for these assays.

In a dominant letha! assay, a single orat dose of 1,000 mg/kg to maie rats
was without effect on the outcome of two matings per week for the next nine
weeks.

Pregnancy: Teratogenic Effects: Pregnancy Category B: Reproduction
studies have been performed in rats and rabbits at doses up to 160 times
the human dose and have revealed no evidence of impaired lertility or
hatm to the fetus due to ranitidine. There are, however, no adequate and
well-controlied studies in pregnant women. Because animal reproduction
studies are not always predictive of human respanse, this drug should be
used during pregnancy only if ciearly needed.
Nursing Innthm Ranitidine is secreted in human milk. Caution should be
idine is to a nursing mother.
Pediatric U:e Satety and effectiveness in pediatric patients have not been
established.
Use in Elderly Patients: Ulcer healing rates in elderly patients (65 to 82 years
of age) were no different from thase in younger age-groups. The incidence
fates for adverse events and laboratory abnormalities were also not ditfer-
ent trom those seen in other age-groups.
ADVERSE REACTIONS: The foflowing have been reported as events in
clinical trials or in the routine management of patients treated with raniti-
dine. The relationship to ranitidine therapy has been unclear in many cases.
Headache, sometimes severe, seems to be related to ranitidine administration.
Central Nervous System: Rately, malaise, dizziness, somnolence, insom-
nia, and vertigo. Rare cases of teversible mental confusion, agitation,
depression. and hallucinalions have been reported, predominantly in
severely ill elderly patients. Rare cases of reversible blurred vision sugges-
tive of 2 change in accommodalmn have been reported. Rare reposts of
have been received
Cardiovascular: As \mlh mher Ha-blockers, rare reports of ashythmias
such as tachycardia, y 3 biock, and p
\Qntrmulal beats. -

diarrhea, iting, dis-
comiort/pain, and rare reports of pancreatitis.

Hepatic: In normal volunteers, SGPT values were increased to at least
twice the pretreatment tevels in 6 ot 12 subjects recelvmg 100 mg md
intravenously for 7 days, and in 4 of 24 subjects receiving 50 mg q.id.
intravenously for 5 days. There have been occasional reports of hepatitis,
hepatocellular or hepatocanalicular or mixed, with or without jaundice. in
such circumstances, ranitidine should be immediately discontinued. These
events are usually but in y rare c death
has occutred.

Muscufoskeletal: Rare reports of arthraigias and myalgias.

Hematologic: Blood count changes (leukopenia, granulocytopenia, and
thrombacytopenia) have occurred in a few patients. These were usually
reversible. Rare cases of with
marrow hypoplasia, and aplastic anemia and exceedingly rare cases of
acquired immune hemolytic anemia have been reported

Endocrine: Conlrolled studies in animals and man have shown no stimu-
latmn 01 any pdut(ary hormone by ramt;du:\ed ang no anuanamgemc activ-
ity, a

pahents have resolved when ranitidine has been subsmuleo Howevev
cases ot and loss of libido have been

reported in male patients. recemng ranitidine, but the incidence did not dif-

fer from that in the general population.

Integumentary: Rash, including rare cases of erythema multitorme, and,

1arely, alopecia.

Other: Rare cases of hypersensltmiy reaclions (e.g., bronchospasm, fevey,

fash, edema, and small increases
in sérum creatinine
OVERDOSAGE: There has been limiled experience with overdosage. Reported

acute ingestions of up to 18 g orally have been associated with transient
adverse effects similar to those encountered in normal clinical experience
(see ADVERSE REACTIONS). In addition, abnormaiities of gait and hypo-
tension have been reported.

When overdosage occurs, the usual measures 1o remove unabsorbed
material trom the gastrointestinal tract, cfinical monitoring. and supportive
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twice the pretreatment levels in 6 of 12 subjects receiving 100 mg g.i.d.
intravenousty for 7 days, and in 4 of 24 subjects receiving 50 mg q.id.
intravenousty tor § days. There have been occasionaf reports of hepatitis,
hepataceliutar or hepatocanalicular or mixed, with or without |aund|_:;hee;n

such should
events are usually ible, butin i rafe cit death
has occurred.

Musculoskelelal: Rare reports of arthralgias and myalgias.

Hematologic: Blood count changes {leukopenia, granutocytopenia, and
thrombocytopenia) have occurred in a tew patients. These were usually
reversible. Rare cases of agranulocytosis, pancytopenia, sometimes with
marrow hypopiasia, and aplastic anemia and exceedingly rare cases of
acquired immune hemolytic anemia have been reported.

Endocrine: Controlled studies in animals and man have shown no stimu-
lation m any pmmavy hormene by ranmdme and no annandrogemc activ-

and

ity.

patients have msowed when ranitidine has been subsmmed However
cases of , and loss of fibido have been

reported in male patients receiving ranitidine, ‘but the incidence did not dit-

fer fram that in the general popuiation.

!megumemarg Rash, including rare cases of erythema multiforme, and,

rarely, alopec

Other: Rare cases of itivity reactions (e 9. , fever,
rash, eosi i G edema, and smalt increases
in serum creatinine.

OVERDOSAGE: There has been kimited experience with overdosage.

acule ingestions of up 10 18 g oralty have been associated with transient

adverse effects similar to those encountered in normat clinical experience
{see ADVERSE REACTIONS). In addition, abnormalities of gait and hypo-
tension have been reported.

When overdosage occurs, the usual measures to remove unabsorbed
malerial from the tract, clinical and
therapy should be empl
Studies in dogs receiving dosqes of ranitidine in excess of 225

per day have shown muscular tremors, vomiting, and rapid respiration.
Single oral doses of 1,000 mg/kg in mice and rats were not lethal. Intra-
venous LDsg values in mice and rats were 77 and 83 mg/kg, respectively.
DOSAGE AIID ADMINISTRATION:
Active Duodenai Ulcer: The curent recommended adult oral dosage of
ranitidine for duodenal uicer is 150 mg twice daily. An ahernative dosage
of 300 mg once daily after the evenmg meal or at bedtime can be used for
patients in whom dosing . The of one
treatment regimen compared to the omer na pamcular patient population
have yet to be demonstrated {see CLINICAL PHARMACOLOGY, Clinical
Trials: Active Duodenal Ulcer ). Smaller doses have been shown to be
equally effective in inhibiting gastric acid secretion in US studies, and sev-
;aral lore:,%n frials have shown that 100 mg b.id. is as effective as the

Antacid shnuld be given as neeoed tor relief of pain (see CLINICAL
PHARMACOLOGY: Pharmacokinet
Maintenance of Healing of mmhml Ulcers: The current recommended
adult oral dosage is 150 mg at bedtime.
Patholegical Hypersecretory Conditions {such as Zollinger-Ellison
drome): The current recommended adult oral dosage is 150 mg twice a
in some patients it maBbe necessary to administer ranitidine 150 mq
doses more frequently. Dosages should be adjusted to individual patient
needs, and should continue as long as clinically indicated. Dosages up to
6 g per day have been employed in patients with severe disease.
Benign Gastric Ulcer: The curreni recommended adull oral dosage is
150 mg twice a day.

GERD: The current recommended adult oral dosage is 150 mg twice a day.
Erosive The current adult oral dosage is 150 mg

tour times a day.

osage Adjustment for Patients with impaired Renai Function: On the basis
of experience with a group of subjects with severefy impaired renat func-
tion treated with ranitidine, the recommended dosage in patients with a
creatinine clearance less than 50 mL/min is 150 mg every 24 hours. Should
the patient’s condition require, the frequency of dosing may be increased
to every 12 hours or even further with caution. Hemodialysis reduces the
level of circutating ranitidine. ldaly the dosing schedule should be adjusted
S0 that the timing of a dose ides with the end of

¥|ow SUPPI.IED Ranitidine tablets USP, for orai administration, are sup-

150 mg: round, off-white, unscored tablets, film-coated pink, debossed
6607030‘0]" one side and plain o the reverse side, in bottles of 60, 100, 500
and 1

300 myg: round, off-white, unscored tablets, film-coated o , debossed
G%OS on one side and plain on the reverse side, in botties of 3¢, 250 and

Store at controfed room temperature 159-300C (590-86%F). Store in a dry
Pprace, and protect trom jight. Replace cap securely after each opening

Dispense in a tight, light-resistant container.
Caution: Federal law prohibits dispensing without prescription
Rev. 97-4M C97/5
71626

Manufactured By
Geneva Pharmaceuticals, Inc.
Broomfield, CO 80020
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Ranitidine
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Tablets, USP 5333 e

LOT:
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Ger\evgc

® Ranitidine

LOT:

Geneva =

Munutaﬂufad By
Genava maceuticals, Inc.
Broomfield, CO 80020

Ranitidine
Tablets, USP

300 myg

GEneva

pharmaceuticals, Inc.

1 to

insert.

package
Store at oo:g.oﬁed room ¥emperature 150-300C (§90-869F) in a
dry place. Protect trom kght Replace cap securely atter sach
se in a

tresistant container. KEEP
'OF THE REACH OF CHILDREN.
N96/6

nc.

JI\\N\!\\IH\H\ Ml[

0781-1884~-25

Each 1ablel contains: Ranith id i to
a e s, of r~anmd|sn:e R
BCcKag -
Slora at controlled vogm bmparmure 150-300C (590-869F) In a - oo
p!aca Protect from ||gm Replace cap securaly after each L
I se in a ht-resistant container. KEEP
% L DRUGS 0 THE REACH OF CHI.DﬁBl.
Manutactured By
Geneva Pharmaceuticals, Inc.
Broomfield, CO B0020

! U i
i | -
Pl \

N

3 0781~ 1884-10 3

Each tablet contains: Ranitidine hydrochloride equivalent to 300 mg
of ranitidine.

Usual Dosage: See package insert.

Store at controlled room temperature 159-300C {590-860F) in a dry
place. Protect from light. Replace cap securely after each opening.
Dispense in a ught light-resistant container.

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN.
Rev. 96-6M C96/6
Manufactured By
Geneva Pharmaceuticals, Inc.

Broomfield, CO 80020

LOT:
EXP:
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Ranitidine 0781-1883-60 1
Tablets, USP gggn;s:*msgm
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place. Protect from Rephce cap securely after
— o

ach open-
%Dispanse na \, resistant container. KEEP THIS
Lot

(UGS OUT O THE REM:H OF CHILDREN. o
Manutactured Bé . N6
a Pharmaceuticals, Inc.
Gengrvmﬂeld CO 80020
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25 of mnmdna sor U
Tablets, USP | bt B el el
A e o8 G,
Genw:“gh“‘a‘f&gjcr:gmy als, WiC- .
= p— W\\@\\\\ m o
Ranitidine y781-1883-05 2 oC
t usp Each lablet co'r;a\r\s Ranitidine hydrochioride &Q
mi f ranitiding.
Tab‘e s’ b a‘ocw.gomsdoe "“‘“""pé’lma 150-306C (sgm:sg)aa a
S pice,Proec Fom Pt ReRaES S50, il e KEE®
| 150 mg [T en el
R e cmutes, .
LOT:
eneva -
prmnooe\md&m
maw g ‘ l“ Iﬂ i g
N AT
Ranitidine Y "0781-1883-10 s a7

Tablets, USP
| 150 mg _

GEneva

phamaceuticals, Inc.

Each tablet contains: Ranitidine hydrochloride equivalent to 150 mg
of ranitidine.

Usuat Dosage: See package insert.

Store at controfied room temperature 150-300C (599-869F) in a dry
place. Protect from light. Replace cap securely after each opening.
Dispense ina ti gh\ light-resistant container.

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN
Rev. 96-6M C96/6

Manufactured By
Geneva Pharmaceuticals, Inc.
Broomfield, CO 80020
LOT:

EXP.:
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